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DETAILED ACTION 

Acknowledgment is made of the receipt and entry of tfie amendment filed on July 
29, 2010 with the cancellation of Claims 9-14 and the addition of new Claims 15-22. 

Any rejection set forth in the previous Office action mail dated June 24, 2009 and 
not repeated herein is withdrawn. 

Claims 1-8 and 15-22 are under examination. 



Claim Rejections - 35 USC § 103 

The following Is a quotation of 35 U.S.C. 103(a) which forms the basis for all 

obviousness rejections set forth In this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 1 02 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1 , 148 
USPQ 459 (1966), that are applied for establishing a background for determining 
obviousness under 35 U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at Issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating 
obviousness or nonobviousness. 

Claims 1-4, 7 and 8 are rejected under 35 U.S.C. 103(a) as being unpatentable 

over McCleary (A*) in view of Davis et al. (U), Singh et al. (Singh, H. K. et al. Indian 



Journal of Pharmacology, 1997; 29: S359-S365. Neuropsychopharmacological effects 
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of the Ayurvedic nootropic Bacopa monniera Linn. (Brahmi)) and Grioli et al. (V). Newly 
applied. 

Applicant claims a composition for enhanced mental function, wherein the 
composition comprises: a. vitamin B12 on ion exchange resin; b. phosphatidyl serine 
(PS); c. dimethyl-amlnoethanol (DMAE); d. docosahexaenoic acid (DHA); e. L- 
pyroglutamlc acid; and herbal extracts from Bacopa monniera. Applicant further claims 
the composition of claim 1 further comprising at least one antioxidant complex selected 
from the group consisting of Vitamin A, Vitamin E, Vitamin C and proanthocyanidin. 
Applicant further claims the composition of claim 2 wherein the antioxidant is 
proanthocyanidin that is derived from grape or Vitis vinifera seed. Applicant further 
claims the composition of claim 1 further comprising at least one mineral complex 
selected from the group consisting of calcium, copper, iron, iodine, lithium, magnesium, 
manganese, potassium, vanadium and zinc. Applicant further claims the composition of 
claim 1 wherein the composition further comprises at least one B-complex Vitamin 
selected from the group consisting of Vitamin B1, Vitamin B2, Vitamin B3, Vitamin B5 
and Vitamin B6. 

McCleary teaches a composition for enhanced mental function comprising 
vitamin B12 (A); phosphatidyl serine (b); dimethyl-aminoethanol (c); docosahexenoic 
acid (d); antioxidants, including Vitamin E, Vitamin C and proanthocyanidins, namely 
resveratrol, an antioxidant derived from grape or Vitis vinifera seed (which meets the 
limitations of Claims 2 and 3); at least one mineral complex, including magnesium, 
potassium and zinc (which meets the limitations of Claim 4); at least one B-complex 
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Vitamin, including Vitamin B1 (thiamine). Vitamin B2 ( riboflavin). Vitamin B3 (niacin) 
and Vitamin 85 (pantothenic acid) (which meets the limitation of Claim 7); and, further 
comprising an herbal extract wherein the herb is Vica minor ox Huperzia serrata, 
including Vinpocetine (an herbal extract obtained from Vica minoi) and Huperzine A (an 
herbal extract obtained from l-luperzia serrata ) (which meet the limitations of Claim 8). 

The teachings of McCleary, as set forth above, do not specifically teach the 
vitamin 812 constituent as vitamin 812 on ion exchange resin. 

Davis teaches that serum levels of vitamin 812 are elevated more effectively by 
oral vitamin bound to an ion-exchange than by free vitamin because the resin-bound 
form prevents degradation of the drug in the stomach. Thus, it was known in the art at 
the time of the invention that vitamin 812 on ion exchange resin was an effective vehicle 
for increased absorption of oral vitamin 812. Therefore, an artisan of ordinary skill 
would have had a reasonable expectation that using the resin-bound vitamin B12 of 
Davis in the making of the composition taught by McCleary would be a success. This 
reasonable expectation of success would have motivated the artisan to provide the 
vitamin 812 disclosed in the composition taught by McCleary as a resin-bound vitamin 
B12 as disclosed by Davis because to do so would ensure the best possibility for 
enhanced absorption and increased circulation in the blood of vitamin B12. 

The combined references of McCleary and Davis are set forth above. The 
combined references teach the claimed invention except for L-pyroglutamic acid and 
herbal extracts from Bacopa monniera. However, it would have been obvious to one 
ordinary skill in the art to add the claim-designated ingredients to the composition taught 
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by the combined references to provide the claimed invention because at the time the 
invention was made Grioli taught L-pyroglutamic acid improves age associated memory 
impairment in aged subjects, such as age-related memory decline; and, Singh taught 
that compositions comprising an ethanolic extract from Bacopa monniera augmented 
cognitive function and mental retention capacity. Since the L-pyroglutamic acid taught 
by Griolii; and, the Bacopa monniera extract taught by Singh yielded beneficial results in 
the enhancement of mental function, the artisan of ordinary skill would have had a 
reasonable expectation that the addition of the claim-designated ingredients to the 
composition taught by the combined references of McCleary and Davis would be a 
success. This reasonable expectation of success would have motivated the artisan to 
add the L-pyroglutamic acid of Grioli and the Bacopa monniera of Singh to the 
composition taught by the combined teachings of McCleary and Davis to provide the 
claimed composition for enhanced mental function. 

Moreover, it would have been obvious to one of ordinary skill in the art at the time 
the invention was made to add the claim-designated ingredients in the making of the 
claimed composition because it is well known that its prima facie obvious to combine 
two or more ingredients each of which is taught by the prior art to be useful for the same 
purpose in order to form a third composition which is useful for the same purpose. The 
idea for combining them flows logically from their having been used individually in the 
prior art. In re Pinten, 459 F. 2d 1053, 173 USPQ 801 (CORA 1972); In re Susi, 58 
CCPA 1074, 1079-80; 440 F.2d 442, 445; 169 USPQ 423, 426 (1971); In re Crockett, 
47 CCPA 1 01 8, 1 020-21 ; 279 F.2d 274, 276-277; 1 26 USPQ 1 86, 1 88 (1 960). 
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Accordingly, the claimed invention was prima facie obvious to one of ordinary 
skill in the art at the time the invention was made, especially in the absence of evidence 
to the contrary. 

Claims 15-18, 21 and 22 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over McCleary (A*) In view of Davis et al. (U), Singh et al. (Singh, H. K. et 
al. Indian Journal of Pharmacology, 1997; 29: S359-S365. 

Neuropsychopharmacological effects of the Ayurvedic nootropic Bacopa monniera Linn. 
(Brahmi)) and Grioli et al. (V). Newly applied. 

Applicant claims a composition for enhanced mental function, wherein the 
composition comprises claim-designated amounts of: a. vitamin B12 on ion exchange 
resin; b. phosphatidyl serine (PS); c. dimethyl-aminoethanol (DMAE); d. 
docosahexaenoic acid (DHA); e. L-pyroglutamic acid; and herbal extracts from Bacopa 
monniera. 

McCleary teaches a composition for enhanced mental function comprising 
vitamin B12 (A); phosphatidyl serine (b); dimethyl-aminoethanol (c); docosahexenoic 
acid (d); antioxidants, including Vitamin E, Vitamin C and proanthocyanidins, namely 
resveratrol, an antioxidant derived from grape or Vitis vinifera seed (which meets the 
limitations of Claims 2 and 3); at least one mineral complex, including magnesium, 
potassium and zinc (which meets the limitations of Claim 4); at least one B-complex 
Vitamin, including Vitamin B1 (thiamine). Vitamin B2 ( riboflavin). Vitamin B3 (niacin) 
and Vitamin B5 (pantothenic acid) (which meets the limitation of Claim 7); and, further 
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comprising an lierbal extract wlierein tlie lierb is Vica minor ox Huperzia serrata, 
including Vinpocetine (an herbal extract obtained from Vica minoi) and Huperzine A (an 
herbal extract obtained from Huperzia serrata ) (which meet the limitations of Claim 8). 

The teachings of McCleary, as set forth above, do not specifically teach the 
vitamin B12 constituent as vitamin B12 on ion exchange resin. 

Davis teaches that serum levels of vitamin B12 are elevated more effectively by 
oral vitamin bound to an ion-exchange than by free vitamin because the resin-bound 
form prevents degradation of the drug in the stomach. Thus, it was known in the art at 
the time of the invention that vitamin 81 2 on ion exchange resin was an effective vehicle 
for increased absorption of oral vitamin B12. Therefore, an artisan of ordinary skill 
would have had a reasonable expectation that using the resin-bound vitamin B1 2 of 
Davis in the making of the composition taught by McCleary would be a success. This 
reasonable expectation of success would have motivated the artisan to provide the 
vitamin 812 disclosed in the composition taught by McCleary as a resin-bound vitamin 
81 2 as disclosed by Davis because to do so would ensure the best possibility for 
enhanced absorption and increased circulation in the blood of vitamin 812. 

The combined references of McCleary and Davis are set forth above. The 
combined references teach the claimed invention except for L-pyroglutamic acid and 
herbal extracts from Bacopa monniera. However, it would have been obvious to one 
ordinary skill in the art to add the claim-designated ingredients to the composition taught 
by the combined references to provide the claimed invention because at the time the 
invention was made Grioli taught L-pyroglutamic acid improves age associated memory 
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impairment in aged subjects, sucli as age-related memory decline; and, Singh taught 
that compositions comprising an ethanolic extract from Bacopa monniera augmented 
cognitive function and mental retention capacity. Since the L-pyroglutamic acid taught 
by Griolii; and, the Bacopa monniera extract taught by Singh yielded beneficial results in 
the enhancement of mental function, the artisan of ordinary skill would have had a 
reasonable expectation that the addition of the claim-designated ingredients to the 
composition taught by the combined references of McCleary and Davis would be a 
success. This reasonable expectation of success would have motivated the artisan to 
add the L-pyroglutamic acid of Grioli and the Bacopa monniera of Singh to the 
composition taught by the combined teachings of McCleary and Davis to provide the 
claimed composition for enhanced mental function. 

The combined teachings of the references do not specifically teach the claim- 
designated amounts of vitamin B12 phosphatidyl serine, dimethyl aminoethanol, 
docosahexaenoid acid, L-pyroglutamic acid and Bacopa monniera herbal extracts as 
claimed by Applicant. The amount of a specific ingredient in a composition is clearly a 
result effective parameter that a person of ordinary skill in the art would routinely 
optimize. "[W]here the general conditions of a claim are disclosed in the prior art, it is 
not inventive to discover the optimum or workable ranges by routine experimentation." 
In re Aller, 220 F.2d 454, 456, 105 USPQ 233, 235 (CORA 1955). However the 
references do teach that the amounts of the ingredients can be varied. Thus, the 
combined teachings of the references recognize that the amount of this ingredient can 
be modified. Therefore, it would have been customary for an artisan of ordinary skill to 
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determine the optimal amount of the ingredient to add in order to best achieve the 
desired results. Thus, absent some demonstration of unexpected results from the 
claimed parameters, this optimization of ingredient amounts would have been obvious 
at the time of Applicant's invention. 

Moreover, it would have been obvious to one of ordinary skill in the art at the time 
the invention was made to add the claim-designated ingredients in the making of the 
claimed composition because it is well known that its prima facie obvious to combine 
two or more ingredients each of which is taught by the prior art to be useful for the same 
purpose in order to form a third composition which is useful for the same purpose. The 
idea for combining them flows logically from their having been used individually in the 
prior art. In re Pinten, 459 F. 2d 1053, 173 USPQ 801 (CCPA 1972); In re Susi, 58 
CCPA 1074, 1079-80; 440 F.2d 442, 445; 169 USPQ 423, 426 (1971); In re Crockett, 
47 CCPA 1 01 8, 1 020-21 ; 279 F.2d 274, 276-277; 1 26 USPQ 1 86, 1 88 (1 960). 

Accordingly, the claimed invention was prima facie obvious to one of ordinary 
skill in the art at the time the invention was made, especially in the absence of evidence 
to the contrary. 

Claims 1, 2 and 4-7 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Daragan et al. (U), Sakai et al. (C*), Gao et al. (N), Grioli et al. (V) and Singh et al. 
(Singh, H. K. et al. Indian Journal of Pharmacology, 1997; 29: S359-S365. 
Neuropsychopharmacological effects of the Ayurvedic nootropic Bacopa monniera Linn. 
(Brahmi)) in view of Davis et al. (U). Newly applied. 
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Applicant's claimed invention of Claims 1 , 2, 4 -7 was set forth above. Applicant 
further claims the composition of claim 4 wherein the mineral complex comprises 
magnesium, manganese, potassium, vanadium and zinc. Applicant further claims the 
composition of claim 5 wherein the magnesium, calcium, zinc and iron are present as 
Krebs Cycle Intermediates. 

Daragan beneficially teaches a composition comprising vitamin A, vitamin E, 
thiamine chloride (B1), riboflavin (B2), pyridoxine hydrochloride (B6), folic acid (Be), 
cyanocobalamin (B12), nicotinamide (PP), ascorbic acid (C), rutin (P), manganese 
sulfate pentahydrate (MnS04.5H20), copper sulfate pentahydrate (CuS04.5H20), zinc 
sulfate (ZnS04), lipoic and succinic acids, vitamin D, pantothenate (B3), moslecitin, iron 
sulfate heptahydrate (FeS04.7H20), cobalt sulfate heptahydrate (CoS04.7H20), 
potassium iodide (KJ), calcium hydrogen phosphate dihydrate (CaHP04.2H20) and 
magnesium hydrogen phosphate trihydrate (MgHP04.3H20), which provides 
maintenance of high level of physical and mental working ability. 

Sakai beneficially teaches a composition comprising phosphatldyl-L-serine 
having the effect of improving memory impairment. 

Gao beneficially teaches a composition comprising docoshexaenoic acid (DHA) 
and dimethylaminoethanol (DMAE) which is useful for memory enhancement. 

Grioli beneficially teaches a composition comprising L-pyroglutamic acid which 
improves age associated memory impairment in aged subjects, such as age-related 
memory decline 
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Singh beneficially teaches an ethanolic extract from Bacopa monniera 
augmented cognitive function and mental retention capacity. 

The combined teachings of Daragan, Grioli, Gao, Grioli and Singh, as set forth 
above, teach the claimed composition except for wherein the vitamin B1 2 constituent as 
vitamin B12 on ion exchange resin. 

Davis teaches that serum levels of vitamin B12 are elevated more effectively by 
oral vitamin bound to an ion-exchange than by free vitamin because the resin-bound 
form prevents degradation of the drug in the stomach. Thus, it was known in the art at 
the time of the invention that vitamin 81 2 on ion exchange resin was an effective vehicle 
for increased absorption of oral vitamin B12. Therefore, an artisan of ordinary skill 
would have had a reasonable expectation that using the resin-bound vitamin B1 2 of 
Davis in the making of the composition taught by the combined references would be a 
success. This reasonable expectation of success would have motivated the artisan to 
provide the vitamin 812 disclosed in the composition taught by the combined references 
as a resin-bound vitamin 81 2 as disclosed by Davis because to do so would ensure that 
the best possibility for enhanced absorption and increased circulation in the blood of 
vitamin 812. 

Moreover, it would have been obvious to one of ordinary skill in the art at the time 
the invention was made to combine the claim-designated ingredients in the making of 
the claimed composition because it is well known that its prima facie obvious to 
combine two or more ingredients each of which is taught by the prior art to be useful for 
the same purpose in order to form a third composition which is useful for the same 
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purpose. The idea for combining them flows logically from their having been used 
individually in the prior art. In re Pinten, 459 F. 2d 1053, 173 USPQ 801 (CCPA 1972); 
In re Susi, 58 CCPA 1074, 1079-80; 440 F.2d 442, 445; 169 USPQ 423, 426 (1971); In 
re Crockett, 47 CCPA 1018, 1020-21 ; 279 F.2d 274, 276-277; 126 USPQ 186, 188 
(1960). 

Accordingly, the claimed invention was prima facie obvious to one of ordinary 
skill in the art at the time the invention was made, especially in the absence of evidence 
to the contrary. 

Claims 15, 16 and 18-21 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Daragan et al. (U), Sakai et al. (C*), Gao et al. (N), Grioli et al. (V) 
and Singh et al. (Singh, H. K. et al. Indian Journal of Pharmacology, 1997; 29: S359- 
S365. Neuropsychopharmacological effects of the Ayurvedic nootropic Bacopa 
monniera Linn. (Brahmi)) in view of Davis et al. (U). Newly applied. 

Applicant's claimed invention of Claims 1,2,4-7 was set forth above. Applicant 
further claims the composition of claim 4 wherein the mineral complex comprises 
magnesium, manganese, potassium, vanadium and zinc. Applicant further claims the 
composition of claim 5 wherein the magnesium, calcium, zinc and iron are present as 
Krebs Cycle Intermediates. 

Daragan beneficially teaches a composition comprising vitamin A, vitamin E, 
thiamine chloride (B1), riboflavin (B2), pyridoxine hydrochloride (86), folic acid (Be), 
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cyanocobalamin (B12), nicotinamide (PP), ascorbic acid (C), rutin (P), manganese 
sulfate pentaliydrate (IVlnS04.5H20), copper sulfate pentahydrate (CuS04.5H20), zinc 
sulfate (ZnS04), lipoic and succinic acids, vitamin D, pantothenate (B3), moslecitin, iron 
sulfate heptahydrate (FeS04.7H20), cobalt sulfate heptahydrate (CoS04.7H20), 
potassium iodide (KJ), calcium liydrogen phosphate dihydrate (CaHP04.2H20) and 
magnesium hydrogen phosphate trihydrate (MgHP04.3H20), which provides 
maintenance of high level of physical and mental working ability. 

Sakai beneficially teaches a composition comprising phosphatidyl-L-serine 
having the effect of improving memory impairment. 

Gao beneficially teaches a composition comprising docoshexaenoic acid (DHA) 
and dimethylaminoethanol (DMAE) which is useful for memory enhancement. 

Grioli beneficially teaches a composition comprising L-pyroglutamic acid which 
improves age associated memory impairment in aged subjects, such as age-related 
memory decline 

Singh beneficially teaches an ethanolic extract from Bacopa monniera 
augmented cognitive function and mental retention capacity. 

The combined teachings of Daragan, Grioli, Gao, Grioli and Singh, as set forth 
above, teach the claimed composition except for wherein the vitamin B12 constituent as 
vitamin 812 on ion exchange resin. 

Davis teaches that serum levels of vitamin 812 are elevated more effectively by 
oral vitamin bound to an ion-exchange than by free vitamin because the resin-bound 
form prevents degradation of the drug in the stomach. Thus, it was known in the art at 
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the time of the invention that vitamin B12 on ion exchange resin was an effective vehicle 
for increased absorption of oral vitamin B12. Therefore, an artisan of ordinary skill 
would have had a reasonable expectation that using the resin-bound vitamin B1 2 of 
Davis in the making of the composition taught by the combined references would be a 
success. This reasonable expectation of success would have motivated the artisan to 
provide the vitamin 81 2 disclosed in the composition taught by the combined references 
as a resin-bound vitamin 81 2 as disclosed by Davis because to do so would ensure that 
the best possibility for enhanced absorption and increased circulation in the blood of 
vitamin 812. 

The combined teachings of the references do not specifically teach the claim- 
designated amounts of vitamin 812 phosphatidyl serine, dimethyl aminoethanol, 
docosahexaenoid acid, L-pyroglutamic acid and 8acopa monniera herbal extracts as 
claimed by Applicant. The amount of a specific ingredient in a composition is clearly a 
result effective parameter that a person of ordinary skill in the art would routinely 
optimize. "[W]here the general conditions of a claim are disclosed in the prior art, it is 
not inventive to discover the optimum or workable ranges by routine experimentation." 
In re Aller, 220 F.2d 454, 456, 105 USPQ 233, 235 (CCPA 1955). However the 
references do teach that the amounts of the ingredients can be varied. Thus, the 
combined teachings of the references recognize that the amount of this ingredient can 
be modified. Therefore, it would have been customary for an artisan of ordinary skill to 
determine the optimal amount of the ingredient to add in order to best achieve the 
desired results. Thus, absent some demonstration of unexpected results from the 
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claimed parameters, this optimization of ingredient amounts would have been obvious 
at the time of Applicant's invention. 

Moreover, it would have been obvious to one of ordinary skill in the art at the time 
the invention was made to combine the claim-designated ingredients in the making of 
the claimed composition because it is well known that its prima facie obvious to 
combine two or more ingredients each of which is taught by the prior art to be useful for 
the same purpose in order to form a third composition which is useful for the same 
purpose. The idea for combining them flows logically from their having been used 
individually in the prior art. In re Pinten, 459 F. 2d 1053, 173 USPQ 801 (CCPA 1972); 
In re Susi, 58 CCPA 1074, 1079-80; 440 F.2d 442, 445; 169 USPQ 423, 426 (1971); In 
re Crockett, 47 CCPA 1018, 1020-21 ; 279 F.2d 274, 276-277; 126 USPQ 186, 188 
(1960). 

Accordingly, the claimed invention was prima facie obvious to one of ordinary 
skill in the art at the time the invention was made, especially in the absence of evidence 
to the contrary. 

* Applicant is advised that the cited U.S. patents and patent application 
publications are available for download via the Office's PAIR. As an alternate source, 
all U.S. patents and patent application publications are available on the USPTO web 
site ( www.uspto.qov ). from the Office of Public Records and from commercial sources. 
Should you receive inquiries about the use of the Office's PAIR system, applicants may 
be referred to the Electronic Business Center (EBC) at 
http://www.uspto.aov/ebc/index.html or 1 -866-21 7-91 97. 
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Any inquiry concerning tliis communication or earlier communications from the 
examiner should be directed to MICHELE FLOOD whose telephone number is 
(571)272-0964. The examiner can normally be reached on 7:00 am - 3:30 pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Terry McKelvey can be reached on 571-272-0775. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (BBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

Michele Flood 
Primary Examiner 
Art Unit 1655 

MCF 

December 31, 2010 



/Michele Flood/ 

Primary Examiner, Art Unit 1655 



